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DETAILED ACTION 

Acknowledgement is made of applicants' filing of the instant application as a Request 
for Continued Examination (RCE) under 37 CFR 1 .1 1 14, filed 07/24/08. 

Status of the claims 
Claims 44, and 53 are currently pending in this application. 

Claim amendment 
Applicant's claim amendment, filed 07/24/08, is acknowledged and made of 
record. Applicant's statement that the amendment is fully supported by the specification 
(e.g. para 0003, 0022, 0057, and 0125) as published (US Patent App. No. 
2004/0191803) and does not encompass new matter is also acknowledged. 

Response to applicant's arguments/remarks 

Reiection under 102(e) 

This rejection is withdrawn in view of applicant's claim amendment and 
persuasive arguments (see applicant's Response, received 07/24/08, pages 5-8). 
Reiection under 1 12. 2— paragraph 

This rejection is withdrawn in view of the amendment. 

NEW REJECTION 
Claim rejections - 35 USC 103(a) 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the Inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 1 03(c) and potential 35 U.S.C. 1 02(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 44 and 53 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ohuchida et al. (U.S. Patent No. 7,176,240), in view Sramek et al. (Sramek et al. 
The status of ongoing trials for mild cognitive impairment. Opin. Invest. Drugs. 
2001 ;10(4):741 -752). 
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Claim 44 recites "a metliod of treating Mild Cognitive Impairment (MCI) in a 
mammal, comprising the step of administering a pharmaceutical composition 
comprising a therapeutically effective amount of a compound" having the below formula: 



Claim 53 recites "wherein said mammal is human." 

Ohuchida et al. teach a method for treating neurodegenerative diseases 
(e.g. Alzheimer's disease, Amyotropic lateral sclerosis, progressive supra nuclear palsy, 
oive-pontyo-cerebellar atrophy, multiple sclerosis, and AIDS dementia) comprising 
administering an effective amount of a pentanoic acid derivatives (e.g. valproic acid = 
applicant's elected compound species) in amounts useful for improvement of cerebral 
function in animals, including human beings (see abstract; col. 1, line 16 to col. 4, line 
67; and col. 27, line 64 to col. 28, line 10). In particular, Ohuchida et al. (US Patent 
7,176,240 B2) teach that pentanoic acid derivatives are potentially useful in improving 
the GABA receptor responses (column 3, lines 53-61 ; columns 7-8). Ohuchida et al. 
also teach that these pentanoic acid derivatives and non-toxic salts and acid addition 
salts thereof are useful for prevention and/or treatment for neurodegenerative disease 
(Alzheimer's disease etc.) and neuronal dysfunction by stroke or traumatic injury 




II 
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(multiple sclerosis etc.) (abstract). Ohuchida et al. disclose that abnormalities in the 
astrocyte may be the determinant factors in inducing various brain-related diseases 
(column 2, lines 17-19). 

Although Ohuchida et al. provide a general teaching of neurodegenerative 
diseases, this reference does not teach MCI. 

Sramek et al. is added to show that drugs that are employed to treat Alzheimer's 
disease (i.e. neurodegenerative diseases) are also likely to be used in the treatment of 
MCI. Sramek et al. teach that as much as 38% of the elderly population meet the 
criteria for MCI and that up to 15% of these patients (i.e. MCI patients) convert to 
Alzheimer's disease (AD) annually (abstract). Sramek et al. teach that since there is a 
high conversion rate from MCI to AD, it is likely that many patients with MCI have 
underlying neuropathology of AD, and that treatment strategies developed for treating 
AD have been the first employed to treat patients with MCI (abstract). 

It would have been obvious to a person of skill in the art at the time the invention 
was made to treat a patient with MCI as taught by Sramek et al. with a pentanoic acid 
derivative (e.g. valproic acid) as taught by Ouchida et al. to improve cerebral function. 
One would have been motivated to treat MCI with a pentanoic acid derivative (e.g. 
valproic acid) because Sramek et al. suggest that drugs used to treat AD may be used 
to treat MCI and Ouchida et al. teach pentanoic acid derivative drugs (e.g. valproic acid) 
for use in the treatment of AD. One would have expected to successfully treat MCI with 
a pentanoic acid derivative (e.g. valproic acid) because Ouchida et al. provides a 
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general teaching for treating neurodegenerative diseases comprising administering an 
effective amount of a composition comprising a pentanoic acid derivative (e.g. valproic 
acid) and MCI is a neurodegenerative disease. 

Thus, a person of skill in the art at the time the invention was made would have 
found it obvious to create the instant claimed invention with reasonable predictability. 
Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Charlesworth Rae whose telephone number is 571-272- 
6029. The examiner can normally be reached between 9 a.m. to 5:30 p.m. Monday to 
Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sharmila G. Landau, can be reached at 571-272-0614. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see http:pair-direct.uspto.gov. 
Should you have any questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 800-21 7-91 97 (toll-free). If you would like 
assistance from a USPTO Customer Service Representative or access to the 
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automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272- 
1000. 

20 October 2008 
/C. R./ 

Examiner, Art Unit 1611 



/Sliarmila Gollamudi Landau/ 
Supervisory Patent Examiner, Art Unit 1611 



